DEPARTMENT OF HEALTH & HUMAN SERXVICES

Deacember 6, 1995

Monica Krieger, Ph.D.
CallPro, Incorporated
22215 25¢h Avenus SE

Bothell, Washington 58021

Re: BP-94-0001 |
Product:  CEPRATE® SC Stem Cell Concentrasion System

Filed: Jacuary 3, 1994
Amended:  June 6, 1994, August 2, 1995, Jannary 15, 1996

Desar Dr. Krieger:

The Ceanter for Biclogics Evalustion and Research (CBER) of the
mthmdmm DRSOV EDPNG 1o PMA) foe o CEPRATESD
SC Stex Ceil Concentration System. This device isdicated foc the processing of autologous bona
marrow to cbtain 8 CD34+ cell entiched popuistion which ig intended for hematopoietic support afte
myelosblative chamctherapy. We are pleasad to trform you that the PMA is spproved subject to the

Foced and

Drug Administraton

- conditions described below and i the *Coaditions of Approval” (enclosed). You may begin

commercial disttibution of the device upon receipt of this letter. |

The mle, distribution, aud use of this device ars restrictad to prescription use in accordance with 21
CFR 801.109 within the meaning of section 520(e) of the Federal Feod, Drug, and Cosmetic Act (the
act) under the anthority of section S1S(AI1XBXE) of the act. FDA has also determined that to
ensure the safes and effective uss af the device that the devics is fisther restricted within the mesning
of section $20(¢) under the autherity of sectioa S1S(dXIXBX1), (1) insafar as the labeling specisy
the requirements that spply to the tzining of practiioners who may use the device as approved in this
order and (2) insofar as the sale, distribution, and use nuse not violate sections 502(q) and (r) of the

- &

The expiration dating period for the anti-human CD34 biotinylated monocionai antibody (cuurine) has

been established and approved at 18 moxths when stored a¢ -70°C. The expiration dating pedod for
all ceher components of the CEFRATE SC Dispasables Kit has been established and spproved at 12
months when said compoenents are stored a¢ the appropriste temperatures as designated below. Ths
Avidin column, the Precolumm, and the liter of sterile, non-pyrogenic RPMI 1640 Cell Culture
Medium must be stored a2 2 - £°C. The Kt also inclodes ons Tubing Set, oae 40 microa Pall® SQ40S
Blood Filter, and three Biters of sterile, non-pyrogenic phosphate buffered mline which ars to be

stored at 15 - 30°C.




Page 2 - Dr. Kricger

CBER will pubfish & aotice offits decision t0 approve your PMA in the FEDERAL REGISTER. The
notica will state that 3 axmmary of the safety snd eectiveness data upoa which the spneoval is Baged
Is availabla to the public upon request. ‘Within 30 days of publicztion of'the actics of approval in the
FEDERAL REGISTER, suy interested person may seek review of this decision by requesting an
opportunity for administrative review, either through & beesing or review by an independent advisory
ecmminiee, under section 515(g) of the Federal Food, Drug, and Cosmetis Act (the act),

Failure to comply with the conditions of spproval invalidates this approval order, Commercial
discibutica of 3 device thst is not in complisace with thess conditions is & violsticn of the ace.

You ase reminded that a3 soon a3 possible, 20d befors commercial distribution of your device, that
you must suboxit an amendment to this PMA submixsion with copies of all approved labeling In final
pesvted form.

All required documents should be submitted in triplicats, unless otherwise specified, to the address
below and should refecence the sbove PMA number to Hcifitats processing.

Documesnt Coatrol Center (HFM-585)
Center for Biologics Evalnation sad Research

Food and Drug Administration
1401 Rockvills Pike
Rockville, Macyland 20852-1448

If you have sny questions concerning this spproval order, pleass mnhﬂ!ﬁh'Webber, PhD.st
(301) 594-5660. - )

Sincerely yours, ’

L L oS

r 4 Jxy P -_‘. MD., FACY
Drrector

OfSice of Therapeutics :
Research and Raview "

Center for Biologics
Evalustion and Research
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CONDITIONS OF AFFROVAL

APEROVED LABELING. Assoon aspossibie, zd befors commnerchl distribuion of your device,
sabmic three copies of 2n mmmmmmmmdmwm
hmm&mwmwwmmmm&mmm
ngsm Food snd Drug Admimnistration (FDA), 1401 mmmw
20

" ADVERTISEMENT. No sdvertizement or other descriptive printed matecial issued by the epphicae

mmmmmmmmmWAamummm
be used for suy use that is a0t deinded in the FDA spproved labeling for the device. Ifthe FDA
spproval order has resticted the sale, distriburion sud uge of the device to prescription use in
accordance with 21 CFR 801,109 and specified that this restriction is being fmposed In acoordance
with the provisions of section 520(e) of the act under the suthorty of section S1S(IXINBXH) of the
act, sll advestisements and other descriptive prmted material jssued by the sppEcant or Estdbutor
with respect to the devics ghall mclude g brief statement of the mtended uses of the davice and
televant wamings, precautions, side effects snd contrxmdications,

REMARKET APPROVAL APSIICATION (BMA) SUPPI EMENT, Before making any change

Mgﬁeaﬁycmdﬁndmm:Mqﬂmtﬁmudw
by FDA unless the change is of a type for which a "Specisl PMA Supplement-Changes Being
Bffected” is perained under 21 CFR 814.35(d) ot m altamate sabmission is permitted in accordance
with 21 CFR 814.35(e). A PMA sapplement or altemasts submission shall camply with applicable
fequirements under 21 CFR 814.39 of the £ral ruls for Precuxket Approval of Medical Devices.

All siruations which require & Mn@pﬂmﬂcbﬁ'ﬁywphﬂemﬂk&a'
PMA regulstion for further guidancs. The guidance provided below is caly for several key instances.

APMAmpImmbcmbmmmam&m,mm&om:e
ofnnczpatedad_vmdecc, or devica failures necsssitate 3 labefing, manuficmring, or devics

- modification.

mp!mmhm{m&vmzmhmﬁﬁdmd&cuﬁeddmw
be subjected to animal or laboratory or clinical testing designed to detennine if'ths modified devics
gemxins safs ind effective,

A "Special BMA =oent e CF ns tad® is Bmited to the labeling quafity conmol and
mﬁmmmqmdmnmmas@xz) It allows for the addition of
but not the replacement of provioasly approved, quality conrrol specificatians and test msthods.
nmémamyhmmdbmmAmthmmzﬁmmbymmme
submission is being processed ss a "Special PMA Supplement - Changes Beng Effected.” 7This
geknowledgment is in addition to that issued by the PMA Document Mal Center for all PMA
sapplements submited. This procedure is not applicable to changes in device desrgn,

composition, specifications, exrenitry, software or energy source.




Document Control Center (HFM-58S), Center for Biologics Evaluation and Research Food and

Drug Admmigtration, 1401 Rockvills Pike, Rockville, Maryland 20852-1443. The postapproval
report shall indicate the begmomg sud ending dats of the period cavexed by the report md shall
inchhde the following fnformation requived by 21 CFR 314.84;

1) ° Identificarion of described in 21 CFR 814.3%(s) and :
( reportsd to mﬁ:&‘:zx msxf.ss(b). %0) tnd anges required to be

(2) -~ Bibliography and summsery of the foilowing mformation not previously sobmitted ag
past of'the PMA end that is knowa to oc teascnsbly should be knowa o the spphcaat:

(3)  unpublished zeports of data fom any climical mvestigstions or nonclinics! Isbaratory
studies mvelving the device or related devices (“relxted® devices nckide devices
which ace the same or substantislly stmilsr to the sppEcant’s device); and

(b) zeportsin the scientific Iitersture concemmg the device.

of cne or more of the above reports is required, the applicant shall submit two copies
of each identified report when so notificd by FDA. '

APV = ¥ REACTION AND ODPEVICE Distited 1 RKRPOR TN Mptwiddbynm
$14.82(aX9), FDA has detarmined that in order to provide continued reasonsbls assurance of the
afety md effectiveness of the device, the appicant shall submit 3 comics of 2 written report identied,
as spplicable, 35 an “Adverse Reaction Report” or “Device Defect Repont” to the PMA Docoment
Mixil Canrer (HFZ-401), Canter for Devices and Radinlogical Heslth, Food and Drug Adwministration,

9200 Corparste Bivd., Rockville, Marylmd 20850 within 10 davs after the spplicamt recerves or has
knowiedge of informstion concemimg:

(1) A mixcp of thes device or its labefmg with znother article.
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)

~ deterioration or fsilure agd any proposed or fmplemented corractive action by the

meended use.

Azy sdverse resction, sids offect, iy, toxicity, or sensitivity reaction that is
strxibarabis to the device end

(a) baszot beem addressed by the device's labefing or

(®)  hasbee sddressed by the device's labeling, but is ocemring with unexpectad
severty or fequency.

Any significant chemical, physical or other change or deteciorstion in the device or
axy failurs of the device to mset the specificatians egtablished in the sppraved PMA

that could not cxuse or contribute to desth ot serious injury but 2re not correctable
by adjustments or other mamtenancs procedures described in the approved labeling,
The report shall include o discussion of the applcent’s asscssment of the change,

spplicant. When such events sre corvectable by adjustments or other maintenance

Mdﬁdnmmhbﬁgmm«thﬂ&uﬂw
ghall be included in the Annnal Report descbed under “Postapproval Reports”® above
unless specified otherwise in the conditions of spproval to this PMA. This
poqp:wdrepot:ﬂnnqpmdymegommmndmm the
pumber of reported and otherwise known instmces of each category dwrng the
reporting period. Additional information regarding the events discussed sbove shall
be submitted by the spplicant when deterrmmed by FDA to be necessazy to provida
mm%mﬁﬁemdmdmm&ﬂs

o

has malfonctioned md that the device or my other devics marketed by the '
manufactorer or imparter would be Bkely to auseorm'mmtoadu:hormm

injury if the malfinction were to recur.
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Teleghous (301) $94-2735

Events included in periodic reports to the PMA that have also been reported wnder the MDR
Regulation must be $0 identified in the pedtodic repart to the PMA to prevent duplicsitve entry into
FDA information gystems,

Copies of the MDR. Regulation zud an FDA publication entitled, "An Overview of the Medical
Device Reporting Regulation,” are svuilsbie by wriftes request to the address below or by telephaning
1-800-638-204 1.

Divizion of Small Manufacturers Assistance (HF¥2-220)
Center or Devices and Radiologicsl Health
Food and Drug Administration

$600 Fishers Lage

Rockville, Maryland 20857 ' .
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